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notice of issuance. The notice of
issuance will describe the new chem-
ical or new use, summarize the Agen-
cy’s regulatory conclusions, list miss-
ing data and the conditions for their
submission, and respond to comments
received on the notice of application.

§152.104 Completeness of applications.

The applicant is responsible for the
accuracy and completeness of all infor-
mation submitted in connection with
the application. The Agency will re-
view each application to determine
whether it is complete. An application
is incomplete if any pertinent item
specified in §152.50 has not been sub-
mitted, or has been incorrectly sub-
mitted (for example, data required by
part 158, or part 161 of this chapter, as
applicable, and not submitted in ac-
cordance with the requirements for for-
mat, claims of confidential business in-
formation, or flagging).

[72 FR 61028, Oct. 26, 2007

§152.105 Incomplete applications.

The Agency will not begin or con-
tinue the review of an application that
is incomplete. If the Agency deter-
mines that an application is incom-
plete or that further information is
needed in order to complete the Agen-
cy’s review, the Agency will notify the
applicant of the deficiencies and allow
the applicant 75 days to make correc-
tions or additions to complete the ap-
plication. If the applicant believes that
the deficiencies cannot be corrected
within 75 days, he must notify the
Agency within those 75 days of the date
on which he expects to complete the
application. If, after 75 days, the appli-
cant has not responded, or if the appli-
cant subsequently fails to complete the
application within the time scheduled
for completion, the Agency will termi-
nate any action on such application,
and will treat the application as if it
had been withdrawn by the applicant.
Any subsequent submission relating to
the same product must be submitted as
a new application.

§152.107

(a) The Agency normally will review
data submitted with an application
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§152.111

that have not previously been sub-
mitted to the Agency.

(b) The Agency normally will review
other data submitted or cited by an ap-
plicant only:

(1) As part of the process of reregis-
tering currently registered products;

(2) When acting on an application for
registration of a product containing a
new active ingredient;

(3) If such data have been flagged in
accordance with §158.34 or 161.34 of this
chapter; or

(4) When the Agency determines that
it would otherwise serve the public in-
terest.

(c) If the Agency finds that it needs
additional data in order to determine
whether the product may be registered,
it will notify the applicant as early as
possible in the review process.

[63 FR 15980, May 4, 1988, as amended at 72
FR 61028, Oct. 26, 2007]

§152.108 Review of labeling.

The Agency will review all draft la-
beling submitted with the application.
If an applicant for amended registra-
tion submits only that portion of the
labeling proposed for amendment, the
Agency may review the entire label, as
revised by the proposed changes, in de-
ciding whether to approve the amend-
ment. The Agency will not approve
final printed labeling, but will selec-
tively review it for compliance.

§152.110 Time for agency review.

The Agency will complete its review
of applications as expeditiously as pos-
sible. Applications subject to specific
timeframes under the fee schedule es-
tablished by FIFRA section 33 will be
reviewed within the timeframes estab-
lished for the application or action
type.

[73 FR 75595, Dec. 12, 2008]

§152.111 Choice of standards for re-
view of applications.

The Agency has discretion to review
applications under either the uncondi-
tional registration criteria of FIFRA
sec. 3(c)(b) or the conditional registra-
tion criteria of FIFRA sec. 3(c)(7). The
type of review chosen depends pri-
marily on the extent to which the rel-
evant data base has been reviewed for
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